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Institutional Review Board Minutes
January 12, 2012
Burnett Hall Board Room
•

Call to order 3:00 pm

•

Members Present: Sean Eastman, John Kraft (chair), Delana Nivens, Zaphon Wilson, Patricia Holt,
Greg Wimer, Sara Plaspohl, John Markham, Joyce Bergin. Guest: Brittney Hoots

•

The minutes of the December meeting were approved without change and John Kraft volunteered
to take minutes for the meeting.

•

The first course of IRB business was to conduct a full review of an IRB application submitted by
student Brittney Hoots with Dr.LeFavi as the faculty sponsor (not in attendance).
o The IRB members discussed the risks involved with the research protocol and discussed
these issues with the applicant.
o The IRB voted to defer approval of the IRB application.
o The IRB asked the applicant to resubmit her application and address the following issues in
her revised application.
1. Developing a protocol for using random assignment to determine experimental groups
2. Screening for potential sensitivity to caffeine and excluding anyone currently on other
drugs, medication, or supplements.
3. Ensuring that participants are not on drugs, medications, or supplements for 4 weeks
prior to participation in the study
4. Using a more detailed medical condition screen questionnaire (e.g., American Heart
Association instrument).
5. Outlining a more detailed emergency procedure plan with details about a defibrillator
being in proximity to the study and who will be trained/certified to use it
6. Including a statement about the possible side effects of creatine in consent form
7. Describing the source of the creatine and caffeine and whether or not they are
purchased
8. Explaining the reason for using low-calorie Gatorade
9. Describing how the caffeine dose by body mass will be determined in research methods
and listing who will be responsible for determining the doses and preparing the dosage
packets.
10. Providing detailed instructions for the participant to ingest caffeine and/or creatine
(perhaps include the answer to #8 here).
11. Checking with department about policy for retaining and destroying records and
revising that reference in the application
12. Instructing participants to not ingest caffeine or creatine other than that provided by
study
13. Excluding the reference to follow-up questions in consent form
14. Revising statement about benefit to science in the consent form that appears
inconsistent with study
15. Revising the section to participants about the type of medical care provided if an
adverse event is experienced.

•

Dr. Joyce Bergin discussed issues involving recent IRB applications and made several motions
that were seconded and approved by IRB members.
o Have the current, official IRB application developed as a MSWord document and be
uploaded to the IRB web page to ensure that it can be expanded to include all pertinent
information required on the application form. A disclaimer indicating that changes,
additions to, or deletions of wording on the official IRB form will be grounds for
rejection of the applications.
o Researchers must complete the official IRB application form in its entirety in order for it
to be reviewed by the IRB. Appended items to the IRB form will include the following: a
copy of the research protocol, all required copies of NIH certificates, research subject
consent form, applicable test description or protocols, research subject recruitment
documents or applicant equipment or products to be used in the research.
o Remove the sample informed consent forms from the IRB.
o Invite Mr. Lee Davis, University Counsel, to the February meeting of the IRB to discuss
legal issues, including culpability disclaimer statements on consent forms and signatures
of deans and department heads on IRB application forms.

The meeting adjourned at approximately 4:30 pm.

